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MEMORANDUM  DEPARTMENT OF HEALTH AND HUMAN SERVICES 
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FOOD AND DRUG ADMINISTRATION 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 
DATE:  August 24, 2012 
 
FROM:  Sue-Ching Lin, CMC Reviewer 

 
TO:   NDA 203985 
 
SUBJECT:  Final CMC recommendation for NDA 203985 
 
 
NDA 203985 was initially submitted on 29-Feb-2012 and was granted a priority review 
by the Agency. Chemistry Review #1 (02-Aug-2012) resulted in a recommendation for 
approval pending a determination of acceptability from ONDQA biopharmaceutics 
reviewer and pending the receipt of an overall acceptable recommendation from the 
Office of Compliance. At the time of CMC review finalization, the biopharmaceutics 
review and overall compliance recommendation were still pending. 
 
This memo serves to update that determination. The biopharmaceutics reviewer (Dr. 
Kareen Riviere) issued a recommendation for approval in a review dated 03-Aug-2012. 
An overall acceptable recommendation was issued by the Office of Compliance on 
23-Aug-2012. 
 
All CMC deficiencies have been resolved, and there are no outstanding issues with this 
NDA. Therefore, approval of NDA 203985 is recommended from a CMC perspective. 
Please note that the applicant has agreed to fulfill two post-marketing commitments as 
documented in the CMC and biopharmaceutics reviews. 
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PRODUCT QUALITY (Small Molecule) 
FILING REVIEW and IQA  FOR NDA or Supplement (ONDQA) 

File name: N203-985 Product Quality Filing Review &IQA .doc Page 2 
Version Date: 3272012 

7. 

Are drug substance 
manufacturing sites identified on 
FDA Form 356h or associated 
continuation sheet?  For each site, 
does the application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if 

previously registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site 
contact person.  

• Is the manufacturing 
responsibility and function 
identified for each facility?, and 

• DMF number (if applicable) 

Yes   

8. 

Are drug product manufacturing 
sites are identified on FDA Form 
356h or associated continuation 
sheet.  For each site, does the 
application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if 

previously registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site 
contact person. 

• Is the manufacturing 
responsibility and function 
identified for each facility?, and 

• DMF number (if applicable) 

Yes   
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